PUBLIC LAW 103-39650CT. 22, 108 STAT. 
1994 4153 


Public Law 103-396 
103d Congress 


An Act 


To amend the Federal Food. Drua. and Cosmetic Act 


to clarifv the pplication 
of the Act with respect ie ane LM es of new 
animal ruas drugs 


intended for human ue, and for other “purpoself. 


Be it enacted bv the Senate and House 


Revresentatives of 


O 

the United States of America in Congress 
assemble 

SECTION 1. SHORT TITLE. 


This Act mav be cited as the "Animal 
Medicinal Drug Use 
Clarification Act of 1994". 


SEC. 2. UNAPPROVED USES. 
(a) GENFRAT. RUT FlSection 592(a) of the 


Federal ood. Tua. 
and Cosmetic Act. (21 U.S.C. 360b(a is 
amended by adding the 


ollowina new naraaraphs at. the ‘end: 
nae Eacevt as vrovided in subnaraaranvh 


an avvroval 
of an application filed under subsection (b) 
is in effect. with resnect. 
to a varticular use or intended use of a 
new animal drua. the 
drua shall not be deemed unsafe for the 
pnurnoses of naraaranh 
(1) and_~ shall be exemont from, t 
reauirements of section O2( 
with resnect. to a different use or intended 
use of the drua. other 
than a ee. a or on animal feed. if sug 
use intende us 


"(i) is bv ar a the lawful written or oral 
order of a licensed 
veterinarian within the context of a 
veterinarian-client-natient. 
relationship, as defined by the Secretary; 
an 
(ii) is in compliance with regulations 
promulgated by the 
Secretarv that establish the conditions 
for such different use 
or intended use. 
The reaulations nromulaated bv the 


Secretarv under clause (ii) 
mav vrohibit narticular uses of an animal 
drua and shall not. 
pvermit such different use of an animal 
drua if the labelina of 
nother animal_drua that contains the 
ame activ inaredient and 
which is in the same dosage form and 
concentration provides for 


uch different use. 
"(B) If the Secretarv finds that there is a 
reasonable probability 


mav 
present 
a risk 
to the 
public 
health. 
the 
Secret. 
rym 


estahlis 
ha safe 
level 
fora 
residue 
of an 
animal 
drug 
whe 
n it 
is 
used 
for 
such 
diffe 
rent 
use 
auth 


— 


A20pr tO cQa0nt~ 


evelonment of a practical, Oct. 22 

analytical : ; 1904 
method for the detection of residues of is. 
such drua above the ; [S. 
safe level established under clause (i). 340] 
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